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1 )K Responsive to communication(s) filed on 5/5/03 . 
2aM This action is FINAL. 2b)n This action is non-final. 

3) 0 Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed ,n accordance with the practice under ex parte Ot/ay/e, 1935C.D 11 453 0 G 213 
Oisposition of Claims ' ■^■'■i^- 

4) S Claim(s) 1-46 is/are pending in the application. 
4a) Of the above claim(s) 4.5.7-19. and 2fi-.'i7 is/are withdrawn from consideration. 

5) 13 Claim{s) 1-3 and 38-40 is/are allowed. 
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RESPONSE TO APPLICANT'S AMENDMENT 

1 . Applicant's amendment, filed 5/5/03 (Paper No. 1 1), is acknowledged. 

2. Claims 1-46 are pending. 

3. Claims 4-5, 7-19, and 28-37 stand withdrawn from further consideration by the Examiner, 37 
C.F.R. §1,1 42(b) as being drawn to a nonelected invention. 

4. Claimsl-3, 6, 20-27, and 38-46 are under consideration in the instant appHcation. 

5. The following new grounds of rejections are necessitated by the amendment filed on 5/5/03 
paper No. 11. ' 

6. The following is a quotation of the second paragraph of 35 U.S.C. 112. 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the subject 
matter which the applicant regards as his invention. 

7. Claims 44-45 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

A. Claims 44-45 are indefinite in the recitation of "amino acid sequences that is at least 
95%/98% identical to a sequence consisting of SEQ ID NO: 13". It is noted that SEQ ID 
NO: 13 is a nucleic acid sequence. Therefore, it is unclear how one skilled in the art can 
compare homology of an amino acid sequence to a nucleic acid sequence. 

8. hi view of the amendment filed on 5/5/03 (Paper No. 11), only the following rejections are 
remained. 

9. The following is a quotafion of the first paragraph of 35 U.S.C. 1 12: 

The spectflcation shall conlain a written description of the inventioti. and of the manner 'and process of making and using it 
m such full clear, concise, and exact terms as to enable any person skilled in the art to which il pertains or with which it is 
oThis^t^^Zr '""^^ "'"^ '"^ "'^ """^ """'^ <^°"'^'"P''"ed by the inventor of carrying 

10. Claims 6, 24-27 and 41-46 are rejected under 35 U.S.C. 1 12, first paragraph, because the 
specification, while being enabling for the isolated DNA sequence of SEQ ID NOs: 1,11 13 and 
19 for detection assay; does not reasonably provide enablement for any isolated nucleic acid 
encoding a fusion protein comprising a fi r st domain and a second domain, wherein the fir^t 
domain comprises an amino acid seque nce consisting of SEO ID NO: 12 or any "functional 
fragment" of the amino acid sequence and wherein the second domain comp rises any 
"heterologous .sequence" in claim 6. any isolate d DNA comnrisine (a) a nucleic acid sequence 
that is at l east 85%, 95% identical to a sequence consisting of SEO ID NO: 1 3; or the 
complement of the nucleic acid sequence, wherein the nucleic acid sequence encodes a 
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polypeptide that en hances spreading of a macrophage or a monocyte in claims 4 land 42 or anv 
isolated DNA comprising Ca) nu cleic acid sequence that encodes a polypeptide consisting of an 
amino acid sequence that is at least 85%. 95% or 98% identical to a sequence consisting of SF.O 
ID NO : 12, or the complement of t he nucleic acid sequence, wherein the polypeptide enhances 
s preading of a macrophage or a monocyte . The specification does not enable any person skilled 
in the art to which it pertains, or with which it is most nearly connected, to make and use the 
inyention commensurate in scope with these claims. 

Attwood (Science 2000; 290:471-473) teaches that "[i]t is presumptuous to make functional 
assignments merely on the basis of some degree of similarity between sequences. Similarly, 
Skolnick et al. (Trends in Biotech. 2000; 18(l):34-39) teach that the skilled artisan is well aware 
that assigning functional activities for any particular protein or protein family based upon 
sequence homology is inaccurate, in part because of the multifunctional nature of proteins (e.g., 
"Abstract" and "Sequence-based approaches to function prediction", page 34). Even in 
situations where there is some confidence of a similar overall structure between two proteins, 
only experimental research can confirm the artisan's best guess as to the fiinction of the 
structurally related protein (see in particular "Abstract" and Box 2). Finally, even single amino 
acid differences can result in drastically altered functions between two proteins. For example, 
Metzler et al. (Nature Structural Biol. 1997; 4:527-531) show that any of a variety of single ' 
amino acid changes can alter or abolish the ability of CTLA4 to interact with its ligands CD80 
and CD86 (e.g., summarized in Table 2). Thus it is unpredictable if any functional activity will 
be shared by two nucleotides/polypeptides having less than 100% identity over the full length of 
their sequences. 

The specification does not teach and provide sufficient guidance as to which 15%, 5% or 2% of 
the polypeptide, which is encoded by the claimed isolated DNA would have been altered such 
that the resultant polypeptide would have retained the function of the starting polypeptide 
Regarding functional fragment of a SEQ ID NO: 12, the specification does not provide sufficient 
guidance as to which fragments of SEQ ID NO: 12 would share the biologically activity of SEQ 
ID NO: 12. It is recognized in the prior art that the function of a protein depends on the 
sequence of its amino acids in a certain pattern, conformation of the protein due to the amino 
acid sequence and the functional properties of the different parts of the protein. The 
specification does not teach which changes in the amino acid of SEQ ID NO: 12 would not alter 
all the activities of polypeptide. Therefore, the specification fails to provide sufficient guidance 
as to which core stnicture of SEQ ID NO: 12 is essential for maintain its biological activity and 
which changes can be made in the structure of SEQ ID NO: 12 and still maintained the same 
function. 

A person of skill in the art would not know which sequences are essential, which sequences are 
non-essential, and what particular sequence lengths identify essential sequences. There is 
insufficient guidance to direct a person of skill in the art to select particular sequences or 
sequence lengths as essential for enhancing the spreading of a macrophage or a monocyte. 
Without detailed direction as to which nucleic acid sequences are essential to the function of the 
encoded polypeptide, a person of skill in the art would not be able to detennine without undue 
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experimentation which of the plethora of nucleic acid sequences encompassed by the instant 
claims would share the ability to enhance spreading of a macrophage or a monocyte of the 
encoded polypeptide of SEQ ID NO: 12, other than the nucleic acid of SEQ ID N0:1, 1 1, 13 and 
19. 

Applicant's arguments, filed 5/5/03 (Paper No. 1 1), have been fully considered, but have not 
been found convincing. 

Applicant argues that the amendment to claim 1 render the previous rejection moot. However, 
the following rejection is based and the newly added claims and the amended claim 6. 

However, Applicant is relying upon certain biological activities and the disclosure of three 
species to support an entire genus. The claims as written encompass a broad genus of 
polypeptides with an unlimited number of possibilities with regard to the length of the 
polypeptide sequence. 

1 1 . Claims 6, 24-27 and 41-46 are rejected under 35 U.S.C. 1 12, first paragraph, as containing 
subject matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. 

Applicant is in possession of an isolated DNA sequence of SEQ ID NOs: 1, 1 1, 13 and 19 for 
detection assay. 

Applicant is not in possession of any isolated nucleic acid encoding a fusion protein comprising 
a first domain and a second domain, wherein the first domain comprises an amino acid sequence 
consisting of SEQ ID NO: 12 or any "functional fragment of the amino acid sequence and 
wherein the second domain comprises any "heterologous sequence" in claim 6, any isolated 
DNA comprising (a) a nucleic acid sequence that is at least 85%, 95% identical to a sequence 
consisting of SEQ ID NO: 13; or the complement of the nucleic acid sequence, wherein the 
nucleic acid sequence encodes a polypeptide that enhances spreading of a macrophage or a 
monocyte in claims 4 land 42 or any isolated DNA comprising (a) nucleic acid sequence that 
encodes a polypeptide consisting of an amino acid sequence that is at least 85%, 95% or 98% 
identical to a sequence consisting of SEQ ID NO: 12, or the complement of the nucleic acid 
sequence, wherein the polypeptide enhances spreading of a macrophage or a monocyte. 

Applicant has disclosed only nucleic acid of SEQ ID NO: 1, 1 1, 13 and 19; therefore, the skilled 
artisan cannot envision all the contemplated nucleic acid sequence possibilities recited in the 
instant claims. Consequently, conception cannot be achieved until a representative description of 
the structural and ftinctional properties of the claimed invention has occurred, regardless of the 
complexity or simplicity of the method. Adequate written description requires more than a mere 
statement that it is part of the invention. See Fiers v. Revel, 25 USPQ2d 1601, 1606 
(CAFC1993). The Guidelines for the Examination of Patent Application Under the 35 
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U.S.C.l 12, 1 "Written Description" Requirement make clear that the written description 
requirement for a claimed genus may be satisfied through sufficient description of a 
representative number of species disclosure of relevant, identifying characteristics, i.e., structure 
or other physical and or chemical properties, by functional characteristics coupled with a known 
or disclosed correlation between function and structure, or by a combination of such identifying 
characteristics, sufficient to show the applicant was in possession of the genus (Federal Register, 
Vol. 66, No. 4, pages 1099-1 1 11, Friday January 5, 20001, see especially page 1 106 3'"^ column). 

V as-Cath Inc. v. Mahurkar . 19 USPQ2d 1111, makes clear that "applicant must convey with 
reasonable clarity to those skilled in the art that, as of the filing date sought, he or she was in 
possession of the invention. The invention is, for purposes of the written description inquiry, 
whatever is now claimed." (See page 1117.) The specification does not "clearly allow persons 
of ordinary skill in the art to recognize that [he or she] invented what is claimed." (See Vas-Cath 
at page 1 1 16.). Consequently, Applicant was not in possession of the instant claimed invention. 
See University of California v. Eli Lilly and Co. 43 USPQ2d 1398. 

Applicant is directed to the Revised Interim Guidelines for the Examination of Patent 
AppHcations Under the 35 U.S.C. 1 12, 1 "Written Description" Requirement, Federal Register, 
Vol. 66, No. 4, pages 1099-1 111, Friday January 5, 2001. 



Applicant's arguments, filed 5/5/03 (Paper No. 1 1), have been fully considered, but have not 
been found convincing. 

Applicant submits the while SEQ ID NO: 2, 10, and 18 are not true fragments of SEQ ID NO: 12, 
nevertheless, they are informative with respect to fragments of attractin-2. Applicant argues that 
one of skill in the art would expect that SEQ ID NO: 2, 10, and 18 would have the activity. 

However, Applicant is relying upon certain biological activities and the disclosure of three 
species to support an entire genus. The claims as written encompass a broad genus of 
polypeptides with an unlimited number of possibilities with regard to the length of the 
polypeptide sequence. 



12. Claims 1-3 and 38-40 are allowable. 



13. Applicant's amendment necessitated the new ground(s) of rejection presented in this Office 
action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). Applicant is 
reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS fi-om the mailing date of this action. In the event a first reply is filed within TWO 
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MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. Li no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date'of this 
final action. 



14. Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Maher Haddad, whose telephone number is (703) 306-3472. The examiner 
can normally be reached Monday to Friday from 8:00 to 4:30. A message may be left on the 
examiner's voice mail service. If attempts to reach the examiner by telephone are unsuccessful, 
the examiner's supervisor, Christina Chan can be reached at (703) 308-3973. Any inquiry of a ' 
general nature or relating to the status of this application should be directed to the Technology 
Center 1600 receptionist whose telephone number is (703) 308-0196. 

Papers related to this application may be submitted to Technology Center 1600 by facsimile 
transmission. Papers should be faxed to Technology Center 1600 via the PTO Fax Center 
located in Crystal Mall 1. The faxing of papers must conform with the notice published in the 
Official Gazette, 1096 OG 30 (November 15, 1989). The CMl Fax Center telephone number is 
(703) 305-3014. 

Maher Haddad, Ph.D. 
Patent Examiner 
Technology Center 1600 



July 14, 2003 




